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Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
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International filing date (day/month/year) Priority date {day/month/year) 

19 June 2003 (19.06.2003) 20 June 2002 (20.06.2002) 
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Applicant 

YAMANOUCHI PHARMACEUTICAL CO., LTD. 



1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. - © 



2. This REPORT consists of a total of 



. sheets, including this cover sheet 



pi This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



. sheets. 



This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement w UJf ■ 
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Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP2003/007807 



L Basis of the report 



1. With regard to the elements of the international application:* ^ 
the international application as originally filed 
I I the description: 

pages . - , as originally filed 

. : : , filed with the demand 

, filed with the letter of 



1 | the claims: 

pages , as originally filed 

pages m , as amended (together with any statement under Article 19 

pages — __ , filed with the demand 

pages , filed with the letter of . 

I | the drawings: 

pages - , , as originally filed 

P 8 * 68 , filed with the demand 

pages . , filed with the letter of 

I I the sequence listing part of the description: 
pages 

pages — — - — . . 



pages _ , filed with the letter of 



, as originally filed 

filed with the demand 



2 * With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. " 

These elements were available or furnished to this Authority in the following language . which is: 

CU the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
I I the language of publication of the international application (under Rule 48.3(b)). 

□ the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 



. filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

n The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

03 The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

The amendments have resulted in the cancellation of: 
□ the description, pages 

the claims, Nos. 

the drawings, sheets/fig 



5 r~l ™ S report ^ been ^^isked as if (some of) the amendments had not been made, since they have been considered to go 
— beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

Replacement sheets which have beenfitrnislied to the receiving Office in response to an invitation under Article 14 are referred to 
%td% 17) ^ ° nginally filed " mKl *** not annexed to this re P°rt since they do not contain amendments (Rule 70.16 

**Any replacement slieet containing such amendments must be referred to under item 1 and annexed to this report. . 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP03/07807 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 

Novelty (N) J Claims 4-1 1 YES 

Claims 1_3 NO 

Inventive step (IS) Claims 4-1 1 YES 

Claims 1-3 NO 

Industrial applicability (IA) Claims 1_H YES 

Claims NO 



2. Citations and explanations 

Document 1: Database GenBank Accession No. AC010269, 23 August, 2001, DOE Joint Genome 
Institute and Stanford Human Genome Center, "Homo sapiens chromosome 5 clone CTC-485121, 
complete sequence." Direct Submission. 

Document 2: WO, 02/31 163, Al (Kazusa DNA Research Institute Foundation) 

Of the basic sequences disclosed in document 1, the portion represented by the Basic Nos. 
44640-46410 is 100% identical to the portion represented by basic Nos. 3253-5023 of the sequence 
No . 1 7 of the invention of the present application. 

The invention of claim 1 is a polynucleotide including the portion represented by basic Nos. 
3253-5023 of the sequence No. 17. Therefore, it cannot be distinguished, as a chemical substance, 
from the invention described in document 1, regardless of the presence of promoter activity. 
Therefore, the invention of claim 1 does not appear to possess novelty^ 

Further, for the same reason, the inventions of claims 2 and 3 do not appear to possess novelty. 

The sequence No. 3 of document 2 describes an amino acid sequence which differs in one 
residue therefor from the amino acid sequence represented by the sequence No. 2 of the present 
invention and it also describes a DNA basic sequence coding this amino acid sequence. This basic 
sequence is described from the initial methionine codon to about 700 basic 5 1 upstream portion. 

The aforementioned difference in one amino acid residue can be attributed to an error in analysis 
or monobasic polyform, and this examination finds that the two are disclosed as substantially identical 
proteins. Accordingly, document 2 describes the basic sequence coding the MDTS9 of the present 
invention and the basic sequence of about 700 bases for the 5 f upstream rank. However, even if we 
assume that the promoter portion of MDTS9 is acquired based on this upstream rank, the fact that it is 
a promoter receiving a control from IL-1 or TGF-fi cannot be predicted based on documents 1 and 2 
even by a person skilled in the art. Therefore the inventions of claims 4-11 appear to possess novelty, 
involve an inventive step, and have industrial applicability. 
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